
DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service 

Food and Drug Administration 
College Park, MD 20740 

APR 2 2 2004 

Mr. Pat Hallman 
President 
Bios Bioehemicals 
13 11 E. Nance Street 
Mesa, Arizona 85203 

Dear Mr. Hallman: 

This is in response to your letters to the Food and Drug Administration (FDA), dated 
December 31,2003, and received by FDA on April 2,2004, pursuant to 21 U.S.C. 343(r)(6) 
(section 403(r)(6) of the Federal Food, Drug, and Cosmetic Act (the Act)) and 21 CFR 
101.93(a). The letters appear to be in further response to our letter to you dated January 15, 
2004. 

Your submission states that Bios Biochemicals is making the following statements, among 
others, for the products ViroStat and Defend: 

“ViroStat boosts immunity and protects against common pathogens. Make ViroStat 
part of your family’s defense against the colds and flu season.” 

“DEFEND! boosts immunity and protects against common pathogens. Make 
DEFEND! part of your family’s defense against the colds and flu season.” 

21 U.S.C. 343(r)(6) makes clear that a statement included in labeling under the authority of 
that section may not claim to diagnose, mitigate, treat, cure, or prevent a specific disease or 
class of diseases. The statements that you are making for these products suggest that they are 
intended to treat, prevent, or mitigate diseases, namely, the common cold and influenza and 
other diseases caused by pathogens. These claims do not meet the requirements of 21 U.S.C. 
343(r)(6). These claims suggest that these products are intended for use as drugs within the 
meaning of 21 U.S.C. 321 (g)(l)(B), and that they are subject to regulation under the drug 
provisions of the Act. If you intend to make claims of this nature, you should contact FDA’s 
Center for Drug Evaluation and Research (CDER), Office of Compliance, HFD3 10, 
Montrose Metro II, 119 19 Rockville Pike, Rockville, Maryland 20855. 
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Please contact us if we may be of further assistance. 

Sincerely yours, 

Susan J. Walker, M-D. 
Director 
Division of Dietary ,Supplement Programs 
Office of Nutritional Products, Labeling 

and Dietary Supplements 
Center for Food Safety 

and Applied Nutrition 

Copies: 
FDA, Center for Drug Evaluation and Research, Office of Compliance, HFD300 
FDA, Office of the Associate Commissioner for Regulatory Affairs, Office of 
Enforcement, HFC-200 
FDA, Los Angeles District Office, Compliance Branch, HFR-PA240 
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